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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )M Responsive to communication(s) filed on 09 February 2007 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1 and 2 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) i_2 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) D Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070227 



Application/Control Number: 10/529,586 
Art' Unit: 1657 



Page 2 



The amendment of 1/29/2007 has been entered. Claims 1-2 are 
considered below. This office action is made non- final due to a 
newly presented rejection under 35 U.S.C. 112 first paragraph, 
see below. 

The previous rejection under 35 U.S.C. 112 first paragraph 
is hereby withdrawn in view of amendment to the claims and 
arguments presented. 

Specification 

The title of the invention is not descriptive. A new title 
is required that is clearly indicative of the invention to which 
the claims are directed. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 3 5 
U.S.C. 112 : 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 1-2 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for 
possibly some oncological diseases, does not reasonably provide 
enablement for diagnosing all oncological diseases. The 
specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to 



Application/Control Number: 10/529,586 
Art Unit: 1657 



Page 3 



each and every such oncological disease. The invention is not 
commensurate in scope with these claims. 

The present specification on page 24 presents a Table of 
data directed to 5 different types of cancer. This data is 
equivocal regarding thyroid gland cancer (see subject No. 4) , 
and of course many other types of cancer are not disclosed. 

The entire scope of the claims has not been enabled 
because : 

1. Quantity of experimentation necessary would be undue because 
of the large proportion of inoperative diseases claimed. 

2. Amount of direction or guidance presented is insufficient to 
predict which diseases are encompassed by the claims would work. 

3. Presence of working examples are only for four specific 
diseases and extension to other diseases has not been 
specifically taught or suggested. 

4. The nature of the invention is complex and unpredictable. 

5. State of the prior art indicates that most related diseases 
are not diagnosed by the claimed method. 

6. Level of predictability of the art is very unpredictable. 

7. Breadth of the claims encompasses an innumerable number of 
diseases . 

8. The level of one of ordinary skill in this art is variable. 

In re Wands, 858 F.2d 731, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) 

The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 
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Claims 1-2 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is rendered vague and indefinite by the phrase "a 
laser correlation spectroscopy'' because no particular technology 
is specified. Claim 1 is rendered vague and indefinite by the 
phrase "adding an alkali...., and adding an acid../' because it does 
not specify how much alkali/acid are added, what the pH is. What 
is studied by "studying one of said first or second...."? It is 
not clear what is "a probabilistic distribution density of an 
amplitude of fluctuations../' and "the distribution kernel"? 

All other claims depend directly or indirectly from 
rejected claims and are, therefore, also rejected under USC 112, 
second paragraph for the reasons set forth above. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 
Claims 1-2 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Kiselev et al . (English abstract only. Radiats 

Biol Radioecol 1999 ; 39 (1) : 64-78) . 

Kiselev teaches a method of diagnosing oncological diseases 

using laser correlation spectroscopy of blood plasma (abstract: 
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"With the help of LCS blood plasma it is possible to show the 
difference in direction of homeostatic changes in animals with 
and without oncological disease../' 

Kiselev does not teach the treatment of blood plasma with 
alkali and acid before LCS analysis. 

It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to modify the method of 
Kiselev by adding alkali and acid to samples because the 
adjustment of particular conventional working conditions (e.g., 
sample preparation) is deemed merely a matter of judicious 
selection and routine optimization which is well within the 
purview of the skilled artisan having the cited reference before 
him/her. One would have been motivated to make the modification 
because more homeostatic changes in the blood sample will be 
revealed under both the basic (alkali) and acidic conditions, 
and would reasonably have expected success in view of Kiselev' s 
teaching that LCS of blood plasma can be used to diagnose 
oncological diseases. 

From the teachings of the references, it is apparent that 
one of ordinary skill in the art would have had a reasonable 
expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to 
one of ordinary skill in the art at the time the invention was 
made, as evidenced by the references, especially in the absence 
of evidence to the contrary. 

Applicant's arguments filed 1/29/2007 have been fully 
considered but they are not persuasive. 

Applicant argues that Kiselev does not teach treating 
sample with alkali and acid. 



Application/Control Number: 10/52 9,586 Page 6 

Art Unit: 1657 

It is the Examiner' s position that as presently claimed 
Kiselev renders the invention obvious because after adding 
alkali or acid the solutions are' "studied" . No data is 
determined or measured, only some form of LCS is performed as 
taught by Kiselev, no amount of alkali or acid, no pH is recited 
in the claims. One would expect changes in LCS measurement of 
serum/sample due to pH change. 

Conclusion 

No claim is allowed. 

Certain papers related to this application may be submitted 
to Art Unit 1657 by facsimile transmission. The faxing of such 
papers must conform with the notices published in the Official 
Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 (December 
28, 1993) (see 37 C.F.R. § 1.6(d)). The official fax telephone 
number for the Group is 571-273-8300. NOTE: If Applicant does 
submit a paper by fax, the original signed copy should be 
retained by applicant or applicants representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the 
processing of duplicate papers in the Office. 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to (571) 
272-0547. 

Patent applicants with problems or questions regarding 
electronic images that can be viewed in the Patent Application 
Information Retrieval system (PAIR) can now contact the USPTO's 
Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily 
from 6 am to midnight (EST) . The toll free number is (866) 217- 
9197. When calling please have your application serial or patent 
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number, the type of document you are having an image problem 
with, the number of pages and the specific nature of the 
problem. The Patent Electronic Business Center will notify 
applicants of the resolution of the problem within 5-7 business 
days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic ' 
Business Center is a complete service center supporting all 
patent business on the Internet. The USPTO's PAIR system 
provides Internet -based access to patent application status and 
history information. It also enables applicants to view the 
scanned images of their own application file folder (s) as well 
as general patent information available to the public. 

For all other customer support, please call the USPTO Call 
Center (UCC) at 800-786-9199. 

Any inquiry concerning rejections or objections in this 
communication or earlier communications from the examiner should 
be directed to Bin Shen, Ph.D., whose telephone number is (571) 
2 72-9040. The examiner can normally be reached on Monday 
through Friday, from about 9:00 AM to about 5:30 PM. A phone 
message left at this number will be responded to as soon as. 
possible (i.e., shortly after the examiner returns to her 
office) . 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Dr. Jon Weber can be 
reached at (571) 272-0925. 
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